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¥ INVESTIGATIONS OPERATIONS MaNUAL : . EXHIBIT 810-D
Adverse Event Questionnaire

Complaiot Number: /334 ( 76 74&) Tuvestigator; Joha L/Ot//
- V4
Consumer Information
Initial Report Source: CIORA Consumer Injury
Date of Report:
MM/DD/YY . OTelephone OCorrespondence MedWatch

QusP OPQRS OPoison Contro acoc

 womo; [ | Gorce- EF__OM Age. 15

Race: B1-White [J2-Black O3-Asian/Pacific Islander J4-Native American Qs-Hispanic

08-Other__ 008-Unknown
‘ } Event -
Date of Adverse Event: /- a2-99 Give the site of consumption/iingestion (e.g. home, restaurant,
Previous Adverse Effects to Product Type: office): Y oMmE '
| OYes KMNo

The following Information relates to the consumers' use of the product.

Describe the adverse event (including symptoms and the time lapse from using product to onset of symptoms):
BEGAR TARIDG On Vi8/q9.  Vav/33 YeRY HYPER DIScomTim WeD 0SE., Yaa/99 ExTREmE
loss OF MoTok SWuLs To RenT ARm AND HAND., ExTREME DLodod PRESSURE. REGAINED ARM USE
How long did the symptoms last? 2/4/qa. STiLc on- Biood PRESSVRE MeDrcinE,

Give the circumstances of exposure (i.e. how much was taken, how was the product taken, how often was it taken,

etc). { cAPSULE BEFORE BEAcn MEAL.

l:lBst all Mce:imtion(s), Dietary Supplement(s), Food(s), and other product(s) used at the time of the event:
1IRTR CowTROL

Did event abate after use of suspected product stopped or dose reduced: OOYes D[INo )glu known
Did symptoms reoccur after reintroduction of suspected product: CIYes ONo DUnknown %}r:lut Applicable
Did symbp;toms recccur after using other products with the same ingredients: OYes [OONo OUhknown KINot
Applicable . :

Medical Information

cara providers name, address and telephone number:

‘ Was a health care provider seen?: KIYes [INo )

Occupation of Health Care Provider: XMD COOsteopath ONaturopath ﬁNu:se OPharmacist

[10ther (specify)
CAT 8CA® - No &
What medical tests were performed and what were the results? gt - No Bin :“E; R:r;am c

2 R LooD WORK

What was the medical diagnoeis? .
What treatment(s) was given (e.g., drugs, other)? 2z ;Ac BLoo> PRESSVRE Proes

] " Nov. ‘98
Were there any preexisting condition(s)treatment(s)? In
(f YES, list th"grt? including altergies, and chronic diseases): OYes XNO BP was 124/32
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: DEPARTMENT OF HEALTH & HUMAN SERVICES ____ Food and Drig Administration
) Memorandum

Date:April 21,1999

From: John D. Lloyd, CSO ATL-DO

Subject:ATL Assignment#90232/CFSAN f/u #13341
To:Mallory W. Lawrence,SCSO ATL-DO

I have provided with this memo the documents requested by CFSAN under ATL-DO assignment #90232.
The original assignment was modified by CFSAN after the consumer elected not to release her medical record.

These documents are associated with an adverse event report, which CFSAN is researching.

NN

TO: Barbara A. Wood, Acting Director Investigations Br./ATL-DO Date: 4/23/99

ENDORSEMENT

This investigation was conducted in folllow-up to the request of Bridgette Wallace,
CFSAN/HFS—636.

The subject, Ms. took a

food supplement called Metaform Dietary Supplement Metacuts. She subsequently suffered
from extreme hypertension and the loss of motor skills in her right arm and hand.

The food supplement is suspected of being responsible for her medical problems.

Mallor;L£¥zi;;£2;ifj Gpervisory Investigator

ATL-DO

O+Attachmt.: ATL-DO

cctAttachmt.: CFSAN; HFS—636 (Attn.: Bridgette Wallace)
cc: ATL-DO/Consumer Complaint Coordinator
cc: MWL
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